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AIMS AND SCOPE 

Postscripts is the newsmagazine of the American Medical Writers 
Association Pacific-Southwest (AMWA Pac-SW) chapter. It 
publishes news, notices and authoritative articles of interest in all 
areas of medical and scientific writing and communications. The 
scope covers clinical/regulatory writing, scientific writing, 
publication planning, social media, current regulations, ethical 
issues, and good writing techniques. 

MISSION STATEMENT 


Postscripts is published monthly except 
in January and July. Subscription is 
included in the AMWA Pac-SW chapter 
membership which is automatic for all 
AMWA members with a mailing address 
in Southern California, Southern 
Nevada and all of Arizona. This 
newsmagazine is distributed on the 1st 
of each month. AMWA members can 
request past issues by sending an email 
to the editor. 


The mission of Postscripts is to facilitate the professional 
development of medical writers and serve as a tool to advance 
networking and mentoring opportunities among all members. 
Towards this mission, Postscripts publishes significant advances 
in issues, regulations and practice of medical writing and 
communications; skills and language; summaries and reports of 
meetings and symposia; book and journal summaries. 
Additionally, to promote career and networking needs of the 
members, Postscripts includes news and event notices covering 
Chapter activities. 


EDITOR 

Ajay K Malik, PhD 
ajay@amwa-pacsw.org 
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EDITOR-AT-LARGE 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA PacSW 
president@amwa-pacsw.org 

Postscripts Website: 

http://issuu.com/postscripts 

Chapter Website: 

www.amwa-pacsw.org 

Find us at Linkedln Groups: 

click here 
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INSTRUCTION FOR CONTRIBUTORS 

We welcome contributions from 
members and non-members alike. 

Please contact editor. 

ADVERTISING 

Articles describing products and 
services relevant to medical writers may 
be considered or solicited. Members 
may submit advertisements for their 
services or products for free. Please 
contact editor for details. 
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San Diego, CA 

www.amwa-pacsw.org 


Copyright 2011-2014, AMWA Pac-SW 

All rights reserved. 

(Authors retain copyright to their articles.) 
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3. Elizabeth Seton Stone: A Special Kind of Bioluminescence — Sue Hudson 

4. Elizabeth with her friends (pictures courtsey of Lanie Adamson) 

5. Tribute to Elizabeth Seton Stone — Lanie Adamson, MS 

8. Remembering Alamada Barrett — Michele Vivirito 

9. From the President's Desk — Donna Simcoe, MS, MS, MBA, CMPP 

1 1 . Thank You Mail for the Editor's Corner — Ajay Malik, PhD 

12. What's UP(I). . . at FDA— Sally Altman and Kelly Dolezal 

13. What's UP(I). . . at EMA— I Wim D’Haeze 
16. AMA-zing Style — Dikran Toroser, PhD 

18. de-MS-tifying Word — Susan Chang, PhD, and Alyssa Wu-Zhang, PhD 

21. Safety Sentinels: Pharmacovigilance Issues and News — Ellen Klepack, PharmD 

23. December Job Listing Synopsis — Irene Yau, PhD 


10. Jenny and Val (in Pictures) 

20. OC and LA-Based AMWA Chapter Members Get-together (in Pictures) 

24. The Railway by Edouard Manet (Backpage) 

UPCOMING EVENTS AND DATES 

March 14, 2014, Friday at 11:30 (2nd Friday of alternate months) Lonely Writer/Editor lunch. Karl Strauss 
Brewery Gardens, Sorrento Valley. RSVP to kmoore AT reactiondesign.com by Mar. 12 

CHAPTER CONTACTS 


President: Donna Simcoe, MS, MS, MBA, CMPP, president@amwa-pacsw.org 
Immediate Past President: Jennifer Grodberg, PhD, RAC, past-president@amwa-pacsw.org 
Treasurer: Elise Sudbeck, PhD, treasurer@amwa-pacsw.org 

Arizona Liaisons: Kathy Boltz, PhD, az-liaison-1@amwa-pacsw.org 
Mary K Stein, PhD, az-liaison2@amwa-pacsw.org 

Membership Coordinator: Gail Flores, PhD, membership-coordinator@amwa-pacsw.org 
Employment Coordinator: Irene Yau, PhD, employment-coordinator@amwa-pacsw.org 
Website Communications: Mary (Mimi) Wessling, PhD, mnw@wessling.com 
Postscripts Editor: Ajay K Malik, PhD, ajay@amwa-pacsw.org 

Asilomar Conference Chairs: Jacqueline A Dyck-Jones, PhD, MSc & Jennifer Grodberg, PhD, RAC 

POSTSCRIPTS | VOL 4, NO. 21 | FEBRUARY 2014 2 



Elizabeth Seton Stone: A Special Kind of Bioluminescence 

By Sue Hudson 


Elizabeth Seton Stone, a 
leading light of the Pacific 
Southwest chapter for nearly 30 years, 
died on December 24, 2013 in Whittier, 

California. Born in 1920 in Pennsylvania, 

Elizabeth lived her life in blazing color, 
signaled by her red hair and dazzling 
wardrobe. New chapter members 
remember her warm welcome at 

meetings, and many Asilomar nights were 
brightened by her stories of a rich 
professional career, spiced with radicalism 
and romance. Elizabeth served AMWA’s 
Pacific Southwest Chapter as secretary from 
1981 — 1983, president from 1985 — 1987, and chair 
or co-chair of four Asilomar conferences from 1987 
through 1995. She also led several AMWA 
workshops and served on numerous national 
AMWA committees; she was awarded AMWA 
fellowship in 1989. Elizabeth’s legacy includes 
work as a medical editor for the Journal of Clinical 
Neuroscience and speechwriter for Dr. Frank Jobe 
of the Kerlan-Jobe Sports Medicine Clinic in Los 
Angeles. Speakers at her memorial service on 
January 8 also recalled her volunteer work for 
classical music and lifelong learning organizations. 
She is survived by her four children, 4 
grandchildren, and 2 great-grand children. 
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Elizakelk wilk ker Friends 


(Pictures courtesy of Lanie Adamson) 




(Top) Lanie, Elizabeth, unknown, unknown (partially hidden), Tom Lang, unknown. (Bottom) Elizabeth, 
unknown, and Lorraine Schacher participating in the skit on the last evening of the Asilomar conference. 
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Tribute to Elizabeth Selon St 


one 


By Lanie Adamson, MS 


Elizabeth Seton Smith was born August 20, 1920, in Beaver Falls, 
Pennsylvania. She worked on many writing projects over the years, 
including a stint as a radio writer and on-air talent. She eventually 
found her way to Los Angeles, medical writing and AMWA. She 
joined the Pacific Southwest Chapter and actively participated at 
both the chapter and national levels (see table). She became an 
AMWA Fellow in 1989. 


Elizabeth loved music and singing. She lived a life of loving 
kindness. Some of our favorite memories are recounted in the 
following stories. 

Lanie Adamson 


I walked into my very first AMWA meeting and looked for a seat in 
the back, preferably near a door so I could escape in mid-meeting 
if things got boring. I was interested in medical writing but I had 
major doubts about my ability to break into the field. Someone 
touched my arm and I turned to see a charming woman with 
flaming red hair who introduced herself as Elizabeth Stone and 
invited me to sit next to her. 


Our meeting was at the Los Angeles Press Club in 1986. Elizabeth 
explained that she was a freelancer with several projects. She 
worked at Los Angeles County Harbor General Hospital in the 
Department of Medicine, editing manuscripts for the chairman. She 
was the managing editor of the Journal of Clinical Neurosciences. 
She was a speechwriter for a sports medicine orthopedic surgeon. 

Elizabeth’s welcome was as profound as it was simple. No one had 
to stand around looking lost in a sea (or pond) of strangers. And 
years later, when we were directors of the Asilomar conference, 
she took great pleasure in entertaining the conference attendees at 
the skit on the last night of the meeting and she made sure to 
include newcomers and speaker guests in the merriment. 

Tom Lang 

I met Elizabeth at Asilomar in the early 1980s. She was a kick and 
had the wisdom accumulated over a long and interesting life. I was 
giving my first AMWA presentation. In the middle of things, the 
projector jammed because a slide got out of line. (For readers born 
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(continued on next page) 


after 1985, slides are images on celluloid mounted in a cardboard 
frame. They were the PowerPoint of the day.) I didn’t think much 
of it and kept talking while I fixed the projector. Afterward, Elizabeth 
introduced herself, congratulated me on my presentation, and said 
“When I saw how you kept your presence during the ‘slide-ectomy,’ 
I knew you were going to be a wonderful teacher.” High praise, 
indeed. I will miss her. 

Michele Vivirito 

Elizabeth was my friend for more than 30 years, and I miss her 
terribly. Early in our friendship, Elizabeth, a fellow opera lover, 
invited me to go with her to the L.A. Music Center to see Wagner’s 
Tristan und Isolde. I met her at her house in Long Beach, and then 
she drove the two of us into L.A. Until then I didn’t know that, for a 
simple 20-mile trip to downtown, the well-dressed woman wears 
driving gloves (to protect her hands) and driving shoes (to prevent 
scuffs on her elegant high heels). Cheers, Elizabeth! I hope the 
heavenly choirs are meeting your standards for great music. 

Loraine Schacher 

The main reason I attended a second meeting of the AMWA Pacific 
Southwest chapter is the warm welcome I received from Elizabeth 
Stone and Michele Vivirito at my first meeting in 1986. Such 
genuine hospitality and friendliness to a stranger has been rarely 
seen, in my experience. 

I also remember Elizabeth for the first time I drove up to the 
Asilomar conference. She had told me the organizing committee 
would be there early, and I should arrive any time on the day 
before the official start of the conference. 


I drove up Highway 101, and when I reached Salinas, I feared that 
with the distance I still had to cover, from Salinas to Pacific Grove, I 
would arrive too late to join Elizabeth and the others in time for the 
work party and then dinner. I found a pay phone, telephoned the 
Conference Center, and somehow reached Elizabeth. I actually 
don’t know how this was possible, because it was long before the 
days of cell phones, and Asilomar was famous for not having 
telephones or TVs in the rooms. 


Miraculously, Elizabeth came on the phone, and told me to just 
come on ahead, that the committee was working away putting the 
conference program booklets together, and I could help when I 
arrived. It all came true, just as she said. (continued on next page) 
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Her sweet inclusiveness made me feel part of the group, and when 
I arrived at Asilomar, she made sure I truly was part of the group. 
She was always nice to everyone, and generous with her time and 
advice. Elizabeth was a big reason I enjoyed participating in our 
AMWA chapter. She is, and will be, missed. 

Elizabeth Stone - AMWA Offices Held 

Pacific Southwest Chapter 

1981- 82 Secretary 

1982- 83 Secretary 

1985-86 President 

1 987 Chair, Asilomar Conference 

1991 General Chairman, Asilomar Conference 

1 993 Co-Chair, Asilomar Conference Arrangements 

1 995 Co-chair, Asilomar Conference Arrangements 

AMWA National 



1985- 86 Chair, Constitution & Bylaws Committee 

1986- 87 Chair, Editors Section 


I 


Member, Nominating Committee 


1987 Moderator, AC education session 

1990-91 Leader, Networking Breakfast 
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Remembering AlamaJa B. Barrel! 
By Michele Vivirito 


We recently learned that AMWA 
Pacific Southwest Chapter member 
Alamada B. Barrett passed away last 
November. Alamada was 92 years old 
and had been an AMWA member for 30 
years. She was for many years a 
medical editor at the UCLA Jules Stein 
Eye Institute. She served AMWA as an 
annual conference workshop leader (the 
Microediting workshop) and 
networking breakfast leader. She also 
wrote the chapter on microediting for 
the 1994 publication Biomedical 
Communication: Selected AMWA 

Workshops. “Mada, ” as she was 
known to her friends, will be 
remembered for her love of good 
writing, her community engagement, 
and her lively and courageous spirit. 
She will be missed by her many friends 
in AMWA. 
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rrom Ine rresidenl s Desk 


"For last year's words belong to last year's language 
And next year's words await another voice.” 

— T.S. Eliot, Four Quartets 


Greetings AMWA friends 

Happy start to the new year! The beginning of this new year has certainly brought 
about changes in our chapter. We remember fondly two of our active members, 
Elizabeth Stone and Alameda Barrett. We hope we have represented what 
significant impact these two members have had on our chapter. They will be 
missed. 

We started the new year right by engaging members at a chapter get-together in 
Orange County/Los Angeles earlier this month. We also enjoyed a riveting talk by 
Rebecca Anderson about her research in HIV and her journey in publishing her 
book. 

We have seen a transition in our chapter leadership. Please join me in sending a 
heartfelt Thank You! to Jenny Grodberg, Immediate Past President, and Valerie 
Breda, Immediate Past Treasurer. Their tireless efforts over the past 2+ years 
have made the Pacific-Southwest Chapter a wonderful success. Thank you, Jenny 
and Val, for being passionate leaders, mentors and strong advocates for our 
chapter! Good news that Jenny will continue as a conference chair, as well as will 
Past Chapter President, Jacqueline A Dyck-Jones. We also send a warm thank 
you to Elise Sudbeck for taking on her new role of Treasurer. 

I am very pleased to be working with all of you. I have met many of you at our 
chapter meetings and at the national meeting and I look forward to serving you in 
this new capacity. We are giving some thought about new ways to engage new 
members so please keep the ideas flowing. 

Thank you all and stay tuned for an exciting year ahead! 

Donna 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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A Huge Thank You to Jenny and Val 
for their tireless efforts in making the 
Pacific -Southwest Chapter a 
wonderful success ! ! 




(Pictures courtesy of Donna Simcoe) 
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Tkank You Mail from ike Ed ilor s Desk 


While Polar Freeze has crept into th lexicon of 
Americans from Duluth to Dallas, we in Southern 
California are lucky to feel the warm headwinds 
of spring and are already embracing change. 
We start with the gavel passing from Jenny 
Grodberg to our new President, Donna Simcoe, 
and Elise Sudback taking over the Treasurer's 
desk from Valerie Breda. While Jenny brilliantly 
managed the public face of our Chapter, Valerie 
with her Bernanke touch kept our finances 
robust. At this moment of change, we thank both 
Jenny and Val for their leadership, stewardship, 
and the gift of their time. 

Postscripts is all about volunteer writers. So, 
thank you all! 

Postscripts owes its existence to the likes of 
Dikran Toroser, Susan Chang and Alyssa Wu- 
Zhang who have been setting aside time every 
month, writing educational pieces helping us 
become better writers. And, Wim D'Haeze, Sally 
Altman, Kelly Dolezal and Ellen Klepack who 
have been keeping us on top of regulatory 
intelligence and pharmacovigilance issues. Irene 
Yau has looked out for our career development 
needs. 

Kelly Dolezal who along with Sally Altman 
created and developed the FDA updates column 
in December 2012, and has been providing 
monthly updates is soon leaving Postscripts as 
she moves to Iowa. We wish her best of luck as 
she explores new opportunities. So, here at 
home, we suddenly have an opening for a new 
volunteer who will collaborate with Sally to bring 
out FDA updates every month. (Please drop me 
a line if you are interested.) 

The bravest of our volunteers have been those 
who stepped up and reported on our Chapter 
meetings or whipped out their cellphone 
cameras (like paparazzi) to send us a picture 
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summary. Yes, our coverage of meetings and 
happy hours are multimedia-driven. Special 
shout-outs to Kathy Boltz, Catherine Kolonko 
and James Sanchez who covered several of our 
meetings last year. Deborah Brown, Anita 
Frijhoff, Noelle Demas, Jenny Grodberg and 
Jacqueline Dyck-Jones shared pictures. 

MaryAnn Foote’s Sharpest Pencil columns last 
year were the funniest articles we had among 
these pages in which she generously shared her 
experiences covering ethics and good practices 
in medical writing. Jennifer Reichert was our 
voice on publication planning issues. Jacqueline 
Dyck-Jones, Haripriya Shankar, Victoria Love 
and Mira Shastri wrote articles covering 
scientific research news. 

As we move forward, in the spirit of NPR fund- 
raising, we urge you to get out of your shell and 
comfort zone, write for us and share your 
knowledge, or help us stay on top of various 
events by playing an occasional reporter. 

In our closing thoughts and prayers, we 
remember two of our long-time members who 
passed away during the past 2 months. 
Elizabeth Stone, past-president of our Chapter, 
and Alameda Barrett. Both will be sorely missed 
by many of our members who had an 
opportunity to work alongside and enjoy a laugh 
or two with them. 

Happy travels as you cruise through 2014. 

Best Wishes, 

Ajay K. Malik, Ph.D. 

Editor, Postscripts 


Stamp by jdurham via MorgueFile 
http://mrg.bz/JQyRee, used under CC BY license. 


Wkal's Up(!) . . . al FDA 

By Sally Altman and Kelly Dolezal 

During the past month, the Food and Drug Administration issues a consent decree against a manufacturer and 
distributor of peanut products linked to an outbreak of Salmonella Bredeney and another against a 
manufacturer and distributor of active pharmaceutical ingredients. New drug approvals this month include 
those for the treatment of chronic hepatitis C, chronic pulmonary obstructive disease, and type 2 diabetes 
mellitus. 


FDA Announcements 


12-21-13 

A U.S. District judge in New Mexico signed a consent decree against Sunland, a manufacturer and 
distributor of peanut products linked to a Salmonella Bredeney outbreak. The consent decree 
resulted from the discovery of evidence linking Sunland to the outbreak, which affected 42 people 
in 20 states, as well as a company history of violations. The consent decree prohibits the company 
from processing or distributing food from its plant or from its peanut mill plant in Portales, N.M., 
until the agency is satisfied that the company has complied with the decree. 1 

1-23-14 

The FDA has prohibited Ranbaxy Laboratories from manufacturing or distributing active 
pharmaceutical ingredients from its facility in Toansa, India. The Toansa facility is subject to the 
terms of a consent decree of permanent injunction filed against Ranbaxy in January 2012. The 
intent of the decree is to ensure observance of current good manufacturing practice requirements 
at Ranbaxy facilities in India and to address data integrity problems. 2 

Selected FDA Approvals 


Drug 

Indication 

Company 

SOVALDI 3 

Treatment of chronic hepatitis C virus as a component of a 
combination antiviral therapy. 3 

Gilead Sciences Inc. 

ANORO 

ELLIPTA 4 

Maintenance treatment of airflow obstruction in patients with 
chronic obstructive pulmonary disease (COPD). 4 

Glaxo Group. Inc. 

FARXIGA 5 

Improvement of glycemic control in adults with type 2 diabetes 
mellitus. 5 

Bristol Myers Squibb 


For additional information, including labeling revisions, tentative approvals, efficacy supplements with 
supporting clinical data, manufacturing changes or additions, or chemistry; new strength, see 
http://www.fda.gov/NewsEvents/Newsroom/default.htm. 

1 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm333248.htm [Link] 
2 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm382736.htm [Link] 
3 http://www.accessdata.fda.gov/drugsatfda_docs/label/201 3/20467 1s000lbl.pdf [Link] 
4 http://www.accessdata.fda.gov/drugsatfda_docs/label/2013/203975s000lbl.pdf [Link] 
5http://www.accessdata.fda.gov/drugsatfda_docs/label/2014/202293s000lbl.pdf [Link] 
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What's Up(!) ... at EMA 

By Wim D’Haeze 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (25 NOV 2013 THROUGH 24 JAN 2014) 

The alerts listed below cover the period from November 25, 2013 through January 24, 2014. Only key 
alerts thought to be of interest to the AMWA community were included; for additional updates and 
details refer to What’s New on the EMA website. 

GUIDELINES 

* None to report 

REPORTS/PAPERS 

• Reflection paper on the use of interactive response technologies (interactive voice/web response 
systems) in clinical trials, with particular emphasis on the handling of expiry dates 3 

APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

Translarna b 

Treat patients aged 5 years and older with 
Duchenne muscular dystrophy. 

PTC Therapeutics Ltd. 

Negative opinion 

Nerventra c 

Treat multiple sclerosis. 

Teva Pharma GmbH 

Negative opinion 

Zoledronic acid Treatment of osteoporosis in post-menopausal 
Teva Generics d women and in adult men at increased risk of 
fracture, including those with a recent low- 
trauma hip fracture. 

Treatment of osteoporosis associated with long- 
term systemic glucocorticoid therapy in post- 
menopausal women and in adult men at 
increased risk of fracture. 

Teva Generics B.V. 

Positive opinion 

Rivastigmine 

3M e 

Symptomatic treatment of mild to moderately 
severe Alzheimer's dementia. 

3M Health Care Ltd. 

Positive opinion 

Reasanz f 

Treat the symptoms of acute heart failure (an 
episode of severe or worsening symptoms in 
patients in whom the heart cannot pump 
sufficient blood around the body). 

Novartis Europharm Ltd. 

Negative opinion 

Masivieraa 

Treat adults with cancer of the pancreas (an 
organ of the digestive system) that is locally 
advanced or metastatic (has spread to other 
parts of the body), non-resectable (unsuitable 
for surgery) and is accompanied by at least 
moderate pain or has certain genetic changes 
that are associated with more aggressive 
disease. 

AB Science 

Negative opinion 

Latuda h 

Treatment of schizophrenia in adults aged 18 
years and over. 

Takeda Pharma A/S 

Positive opinion 


(continued on next page) 
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Bemfola' 

Treat fertility disorders. 

FINOX Biotech AG 

Positive opinion 

Adempasi 

Chronic thromboembolic pulmonary 
hypertension and pulmonary arterial 
hypertension. 

Bayer Pharma AG 

Positive opinion 

Eperzan k 

Treat type 2 diabetes mellitus in adults to 
improve glycaemic control as: 

- Monotherapy: When diet and exercise alone 
do not provide adequate glycaemic control in 
patients for whom use of metformin is 
considered inappropriate due to 
contraindications or intolerance. 

-Add-on combination therapy: In combination 
with other glucose-lowering medicinal products 
including basal insulin, when these, together 
with diet and exercise, do not provide adequate 
glycaemic control. 

GlaxoSmithKline Trading 
Services Ltd. 

Positive opinion 

Cometriq 1 

Treatment of adult patients with progressive, 
unresectable locally advanced or metastatic 
medullary thyroid carcinoma. 

TMC Pharma Services 
Ltd. 

Positive opinion 

Sirturo m 

For use as part of an appropriate combination 
regimen for pulmonary multidrug resistant 
tuberculosis in adult patients when an effective 
treatment regimen cannot otherwise be 
composed for reasons of resistance or 
tolerability. 

Janssen-Cilag 
International N.V. 

Positive opinion 

Winfuran" 

Treatment of patients with severe uraemic 
pruritus, a persisting form of itching that occurs 
in some patients whose kidneys are not 
functioning properly. 

Toray International U.K. 
Ltd. 

Positive opinion 

Izba 0 

Treat decrease of elevated intraocular pressure 
in adult patients with ocular hypertension or 
open angle glaucoma. 

Alcon Laboratories (UK) 
Ltd. 

Positive opinion 

MirvasoP 

Symptomatic treatment of facial erythema of 
rosacea in adult patients. 

Galderma International 

Positive opinion 


Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 


GENERAL ANNOUNCEMENTS 

• EMA recommends 81 medicines for marketing authorization in 201 3. ^ 


(continued on next page) 
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LINKS 

EMA Website - What's New: 

http://www.ema.europa.eu/ema/index.jsp7curNpages/news_and 

_events/landing/whats_new.jsp&mid=WC0b01ac058004d5c4 

[Link] 

a . http://www.ema.europa.eu/ema/pages/includes/document/open 
_document.jsp?webContentld=WC5001 58536 [Link] 

b . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/002720/smops/Negative/human_smop_000 

645. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

°.http://www.ema.europa.eu/ema/index.jsp?curNpages/medicine 

s/human/medicines/002546/smops/Negative/human_smop_000 

646. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

d . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/002805/smops/Positive/human_smop_0006 
35.jsp&mid=WC0b01ac058001d127 [Link] 

e . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/003824/smops/Positive/human_smop_0006 
47.jsp&mid=WC0b01ac058001d127 [Link] 

f . http://www.ema.europa.eu/ema/index.jsp?curNpages/medicine 
s/human/medicines/00281 7/smops/Negative/human_smop_000 
638.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

g . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/002659/smops/Negative/human_smop_000 
641 .jsp&mid=WC0b01 ac058001 dl 27 [Link] 

h . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/0027 1 3/smops/Positive/human_smop_0006 
42.jsp&mid=WC0b01ac058001d127 [Link] 


'.http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/00261 5/smops/Positive/human_smop_000 

633. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

L http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/002737/smops/Positive/human_smop_000 
640.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

k . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicin 
es/human/medicines/002735/smops/Positive/human_smop_00 

0634. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

'.http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 

s/human/medicines/002640/smops/Positive/human_smop_000 

623. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

m . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicin 
es/human/medicines/002614/smops/Positive/human_smop_00 
0629.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

n . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicin 
es/human/medicines/002683/smops/Negative/human_smop_00 
0631 ,jsp&mid=WC0b01 ac058001 dl 27 [Link] 

°. http://www.ema.europa.eu/ema/index.jsp7curNpages/medicin 
es/human/medicines/002738/smops/Positive/human_smop_00 

0624. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

p. http://www.ema.europa.eu/ema/index.jsp7curNpages/medicin 
es/human/medicines/002642/smops/Positive/human_smop_00 

0625. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

9. http://www.ema.europa.eu/ema/index.jsp7curNpages/news_a 
nd_events/news/2014/01/news_detail_002006,jsp&mid=WC0b0 
1ac058004d5c1 [Link] 
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AMA-zing Style tke AMA Manual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 


Meta-analyses — a primer 


An understanding of the concepts behind meta-analyses 1 is important for the modern day medical 
writer. The term "meta-analysis" was invented by Gene V. Glass, the first statistician to formalize its 
use. He stated "meta-analysis refers to the analysis of analyses". The technique has come to mean 
the systematic pooling of the results of 2 or more studies to address a question of interest or 
hypothesis. According to Moher and Olkin 2 


“[Meta-analyses] provide a systematic and explicit method for 
synthesizing evidence, a quantitative overall estimate (and confidence 
intervals) derived from the individual studies, and early evidence as to the 
effectiveness of treatments...” 


A meta-analysis quantitatively summarizes 
medical evidence in a statistically powerful 
manner because the sample size is substantially 
larger than in the individual studies. To help 
standardize the presentation of meta-analysis, 
JAMA recommends use of the QUOROM flow 
diagram and checklist for reporting meta- 
analyses of RCTs, and the MOOSE checklist for 
reporting meta-analyses of observational 
studies. Other more recent checklists include 
PRISMA.* 

Methods of identifying studies for possible 
inclusion should be explicitly stated (eg, 
literature search, reference search). The dates 
that the search covered and the search terms 
used should be reported. Publication bias, or 
the tendency of authors and journals to publish 
articles with positive results, is a potential 
limitation of any systematic review of the 
literature. 3 One approach to addressing whether 
publication bias might affect the result is to 
define the number of negative studies that would 
be needed to change the results of a meta- 
analysis from positive to negative. To address 
possible publication bias, the International 
Committee of Medical Journal Editors now 


requires, as a condition of publication, that a 
clinical trial be registered in a public trials 
registry. 4 

Additional controversial issues include which 
study designs are acceptable for inclusion, 
whether and how studies should be rated for 
quality, and whether and how to combine results 
from studies with disparate study characteristics. 
Whether studies can be appropriately combined 
can be determined statistically by analyzing the 
degree of heterogeneity (ie, the variability in 
outcomes across studies). Assessment of 
heterogeneity includes examining the effect size, 
the sample size in each group, and whether the 
effect sizes from different studies are 
homogeneous. If statistically significant 
heterogeneity is found, then combining the 
studies into a single analysis may not be valid. 5 
Another concern is the influence a small number 
of large trials may have on the results; large 
trials in a small pool of studies can dominate the 
analysis, and the meta-analysis may reflect little 
more than the individual large trial. In such 
cases, it may be appropriate to perform 
sensitivity analyses comparing results with and 
without inclusion of the large trial(s). 


‘Websites: 

QUOROM: http://www.consort-statement.org/mod_product/uploads/QUOROM%20Statement%201999.pdf 
MOOSE: http://www.consort-statement.org/resources/downloads/other-instruments/ 

PRIZMA: http://www.prisma-statement.org a n 
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(continued on next page) 


A meta-analysis is useful only as long as it 
reflects current literature. Thus, meta-analyses 
should be updated as new studies are 
published. One international effort, the Cochrane 
Collaboration, publishes and frequently updates 
a large number of systematic reviews and meta- 
analyses on a variety of topics. 

Further details can be found on page 847 and 
throughout the AMA Manual of Style 10 th edition. 


3. Easterbrook, Berlin, Gopalan, Matthews 
(1991) Publication bias in clinical research. 
Lancet 337(8746):867-872. 

4. DeAngelis, Drazen, Frizelle, et al. (2004) 
Clinical trial registration: a statement from the 
International Committee of Medical Journal 
Editors. JAMA 292(1 1 ): 1 363-1 364. 

5. Thompson (1994) Why sources of 
heterogeneity in meta-analysis should be 
investigated. EMJ 309(6965):1351-1355. 
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de-MS-lifying W ord 

By Susan Chang, PhD, Susan Chang Consulting 
and Alyssa Wu-Zhang, PhD 

Here is the Mac Word 2011 version of most of the PC shortcuts presented in the Dec 2013 column, as well as 
a few additional ones. 

PUT YOURSELF ON THE MAP 

An easy way to jump to specific sections of a document is to use the Document Map Pane sidebar. This 
works if the sections of your document have Heading Styles applied. 

Mac: Go to View menu — ► Sidebar — ► Check Document Map Pane 
A navigation sidebar will open on the left with a miniature outline of your document. Click on any heading to 
go straight to that section. 


FAVORITE KEYBOARD SHORTCUTS (Mac) 


Commands 

Insertions 

Copy 

[command] C 

Em dash ( — ) 3 

[option] [shift] - 

Cut 

[command] X 

En dash (-) 4 

[option] - 

Delete forward 

[fn] [delete] 

Nonbreaking hyphen 

[command] [shift] - 

Find 

type into search bar 

Nonbreaking space 

[option] [space] 

Indent text (body text) 

[tab] 

Soft return 

[shift] [return] 

Indent text (table cell) 

[option] [tab] 

Navigation & Viewing 

Lock field(s) 1 

select the fie Id (s), 
then [control] [fn] F1 1 

Follow hyperlink 

click hyperlink 5 

New document 

[command] N 

Go to beginning of current line 

[fn] [<-] (left arrow key) 

Paste 

[command] V 

Go to end of current line 

[fn] [->] (right arrow key) 

Redo 

[command] Y 

Go to next table cell 

[tab] 

Save 

[command] S 

Go to page #, table #, etc 

[option] [command] G 

Screenshot of entire 
screen 2 

[command] [shift] 3 

Return to last edit 6 

[shift] [fn] F5 

Screenshot of select 
area 2 

[command] [shift] 4 drag 
cursor over area 

Zoom in 

[control] scroll up (using track 
pad or mouse wheel) 

Undo 

[command] Z 

Zoom out 

[control] scroll down (using 
track pad or mouse wheel) 

Unlock field(s) 1 

select the field(s), then 
[control] [shift] [fn j F 1 1 

Text Selection 

Update field(s) 

[control] click field(s), 
then select Update Field 

Select all 

[command] A 

Formatting 

Select line of text 

click to the left of the line 

Bold 

[command] B 

Select paragraph 

triple click inside paragraph 

Hyperlink 

[command] K 

Select sentence 

[command] click inside 
sentence 

Italics 

[command] 1 

Select word 

double-click a word 

Subscript font 

[command] + 

Select entire table 

[option] double-click inside 
the table OR click ±1 in upper 
left comer of table 

Superscript font 

[command] [shift] + 

Select table column 

click above the column ^ 

Underline 

[command] U 

Select table row 

click to the left of the row 


(continued on next page) 
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1 1t is useful to lock fields before sending a draft out for review, as this prevents the automatic updating of fields 
on reviewers’ computers that might inundate tracked changes. To check that the field has been locked, right 
click on it-the update field option will no longer be available. To lock field(s) on a PC, select the field(s), 
then [Ctrl] F11 . To unlock field(s) on a PC, select the field(s), then [Ctrl] [Shift] F11 . 

2 Both of these shortcuts save a PNG image file to the desktop. 

3 An em dash is longer than an en dash and is used to indicate an interruption in thought. The equivalent 

shortcut on a PC keyboard is [Ctrl] [Alt] [minus sign in numeric keypad], 

4 An en dash is the shortest dash (but longer than a hyphen) and is used to indicate relational distinction in a 

hyphenated or compound modifier (eg, physician-scientist-led group, non-small cell lung cancer). The 
equivalent shortcut on a PC keyboard is [Ctrl] [minus sign in numeric keypad]. 

5 This is the default setting in Mac, in contrast to the default [Ctrl] click hyperlink in PC. 

6 Word keeps track of the last three locations where you typed or edited text. 

Word woes? 

Email us at SKC@SusanChangConsulting.com (PC) andAlyssaWPhD@gmail.com (Mac). 
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oc an J LA-B ase J AMWA Ckapt er Members Gel-T ogelker in Jan 2014 



OC and LA-based AMWA members recently gathered at El Torito-Tustin for good food, drinks 
and comraderie. A good time! Left to back to right. Deborah Brown, Heather Oliff, Irene Yau, 
Tuck Ngun, Carolyn Bates, Beth Tripp. \ Solo shot: Late-comer Amy Chung kept the party 

going! Pictures by Deborah Brown 
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Safely Sentinels: Pkarmacovigilance Issues anJ News 

By Ellen Klepack, PharmD 

This month’s column will feature updates to articles written in Safety Sentinels in 2013. 


A number of the articles that I wrote for Postscripts 
last year concentrated on a variety of drug safety 
topics that required action by FDA and/or Congress. 
This month’s article will focus on any updates that 
have occurred since the original Postscripts 
publications in 2013. 

FDA’s Decision on Avandia 

The August 2013 issue of Postscripts featured 
FDA’s Advisory Committee meeting on Avandia 
(rosiglitazone). 1 This meeting took place in June 
2013 to determine if re-adjudicated results from the 
Rosiglitazone Evaluated for Cardiac Outcomes and 
Regulation of Glycaemia in Diabetes (RECORD) 
trial might change the way Avandia is prescribed. 
Avandia had previously been a top-selling 
antidiabetic drug until cardiovascular safety 
concerns began to surface in 2007. Avandia ended 
up with a black box warning for heart related risks 
and was only available in the United States under 
restricted access. Based on re-adjudicated results 
presented at the June 2013 meeting, the Advisory 
Committee recommended by majority vote that 
prescribing restrictions on Avandia be eased. The 
FDA has since announced on November 25, 2013 
the removal of some restrictions based on RECORD 
re-adjudicated results. 2 Specifically, the 

cardiovascular safety information in the label will be 
modified, changes will be made to the Risk 
Evaluation and Mitigation Strategy (REMS) program 
and GlaxoSmithKline will be released from 
conducting a postmarketing marketing study known 
as TIDE (Thiazolidinedione Intervention with Vitamin 
D Evaluation). As a result of FDA’s decision, 
prescribing will no longer be restricted and patients 
may obtain Avandia at regular retail and mail order 
pharmacies. 


FDA’s Proposed Rule Allowing Generic 
Manufacturers to Update their Safety Labels 

The September 2013 issue of Postscripts featured a 
proposed rule that would allow generic manufacturers 
to use the same process to update product labeling as 
brand manufacturers if new safety information is 
discovered. 3 Current regulations allow brand name 
manufacturers to update and alert the public to new 
safety information on their drug prior to FDA’s formal 
approval of any labeling changes through submission 
of a “changes being effected” (CBE-0) supplement to 
FDA. Generic manufacturers may only update their 
product labels if their brand name counterparts do so 
or if ordered by FDA. Under the proposed rule, 
generic manufacturers could also independently make 
updates to their product labeling prior to FDA’s formal 
approval through submission of a CBE-0 supplement. 
Generic manufacturers would also be required to notify 
brand name manufacturers about their safety changes 
and any FDA approved safety changes would apply to 
both brand and generic manufacturers to ensure 
consistency. Additionally, FDA has proposed the 
creation of a publicly available web page to list all 
proposed safety changes by manufacturers that are 
currently undergoing FDA review. 4 Public comment on 
this proposed rule has been extended to March 13, 
2014. 5 

Drug Quality and Security Act 

The November 2013 issue of Postscripts featured the 
Drug Quality and Security Act. 6 At the time the original 
article was written, the bill had passed the U.S. House 
of Representatives and was up for a vote in the 
Senate. The Drug Quality and Security Act allows for 
greater FDA oversight of compounding pharmacies 
and also addresses drug supply and securing the 
national drug supply from counterfeit drugs. Senate 
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(continued on next page) 


approval occurred in mid-November 2013 and the 

Drug Quality and Security Act was signed into law by 

President Obama on November 27, 201 3. 7 

Sources 

1. Postscripts. Aug 2013; 3(1 6): 11 2. 

2. FDA requires removal of certain restrictions on the 
diabetes drug Avandia [news release], U.S. Food 
and Drug Administration; Nov 25, 2013. 
http://www.fda.gov/NewsEvents/Newsroom/Press 
Announcements/ucm37651 6.htm. Accessed 
January 22, 2014. 

3. Postscripts. Sept 2013; 3(1 7):1 29. 

4. FDA takes action to speed safety information 
updates on generic drugs [news release], U.S. 
Food and Drug Administration; Nov 8, 2013. 
http://www.fda.gov/newsevents/newsroom/pressa 
nnouncements/ucm374171 .htm. Accessed 
January 22, 2013. 


5. FDA to extend comment period on proposed rule 
on safety labeling updates by brand and generic 
drug manufacturers (“changes being effected” 
supplements proposed rule). U.S. Food and Drug 
Administration; Dec 18, 2013. 
http://www.fda.gov/Drugs/NewsEvents/ucm37913 

6.htm. Accessed January 22, 2014. 

6. Postscripts. Nov 2013; 3(1 9):1 63. 

7. Drug Quality and Security Act, H.R. 3204, 113 th 
Cong (2013-2014). 

http://beta.c 0 ngress.g 0 v/bill/l 1 3th/house- 
bill/3204. Accessed January 22, 2014. 


DIA 2014 50 th Annual Meeting 

Celebrate the Past - Invent the Future 

June 15-19, 2014 | San Diego, CA 1964-2014 a 

San Diego Convention Center I Mt 
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2014 AAPS Annual Meeting and Exposition 


November 2-6. 2014 
San Diego Convention Center 
San Diego 



DIA Meetings & Trainings Calender; 

http://www.diahome.org/en-US/Meetings-and-Training.aspx 
AAPS Conference Calender: 
https://www.aaps.org/annualmeeting/ 

Pharmacy Related Conferences: 
http://www.pharmacy.org/conf.html 
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JANUARY JOB LISTING SYNOPSIS 

Scientific Writer #2643 
City of Hope , Duarte, CA 

Medical Writing Manager #23785BR 
Amgen, Thousand Oaks, CA 

Medical Writing Specialist #2013008421 
Covidien, Irvine, CA 

Medical Writer -Transcatheter Heart valve #003197 
Edwards Lifesciences, Irvine, CA 

Director of Medical Writing and Publications - #153-470 
Spectrum Pharmaceuticals, Irvine, CA 

Medical Writer III #IRC41405 
Hologic, San Diego, CA 

Media Relations & Communications Manager #E131 
The Salk Institute, La Jolla, CA 

Grant Writer #E1 34 
Salk Institute , La Jolla, CA 

Science Writer/Community Liaison #00554 
Scripps Research Institute, La Jolla, CA 

As a reminder, Job Listings are available for current, interested members and are available 
through the following ways: 

• Job openings are sent out on a -monthly basis through the jobs mailing list 

• Job listings will be posted periodically through our Linkedln SubGroup, AMWA Pacific 

Southwest Chapter, so be sure to join the group 


Please e-mail employment-coordinator@amwa-pacsw.org if you'd like to share any job 
leads with the group and it will be added to the job listings. 



Painting image source: National Galley of Art collection, https://images.nga.gov/ 
used under CC BY license. 
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Tke Railway U Ed ouar J Manel 



"The Railway" by Edouard Manet, 1873, oil on canvas, 93.3 x 111.5 cm (36 3/4 x 43 7/8 in.) 

Location: National Gallery of Art, Washington DC. 
Gift of Horace Havemeyer in memory of his mother, Louisine W. Havemeyer 


Edouard Manet (1832-1883) was a French painter who lived during the times when Realism 
was going out of fashion and Impressionism form of art was taking hold. In the painting The 
Railway, a woman is holding a sleeping puppy on an open book, while a girl looks at the 
steam engine behind a cloud of white smoke beyond the metal grates. Unlike the prevailing 
norm, the background in this painting was compressed and lacked deep space, and the critics 
at that time found the painting incoherent and baffling. However, art historians today consider 
this painting a symbol of medernity. Edouard's other famous paintings include Luncheon on 
the Grass and Olympia, both depicting the same model (and a fellow painter herself) who is 
painted in the The Railway, Victorine Meurent. He also painted cafe scenes, eg, The Cafe 
Concert, that depicted 19th centurray French urban social life. 

Sources & Links: 

• Edouard Manet, The complete works, manetedouard.org [Link] 

• Edouard Manet, Heilbrunn Timeline of Art History, Metropolitan Museum of Art [Link] 

• Wikipedia: Edouard Manet [Link] 

— Editor 
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